
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OfTico 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Viiginia 22313.1450 

WTVW.USptO.pjV 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


09/582,534 


06/27/2000 


YVES POIRIER 


MOBT:191/KAM 


6807 



23579 7590 03/04/2004 

patrea l. pabst 

HOLLAND & KNIGHT LLP 
SUITE 2000, one ATLANTIC CENTER 
1201 WEST PEACHTREE STREET, N.E. 
ATLANTA, GA 30309-3400 



EXAMINER 



EPPS FORD, JANET L 



ART UNIT 



PAPER NUMBER 



1635 

DATE MAILED: 03/04/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 



Application No. 


Applicant(s) 

POIRIER ETAL 


Examiner 

Janet L Epps-Ford, Ph.D. 


Art Unit 

1635 





Period for Reply "."—"—w*,,, «i^^^afo w#i cuvtrr^nt^ei wim ine corresponaence aaaress — 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

' ^ft^cfly"/fi^°Mn^^^^ available under the provisions of 37 CFR 1136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. ' r- 7 y 

' l[ *Mn n!ri° H ^ ^^""l^ ^^'"^ ^^^^ ^^^^^ ^ '^P'^ "^'"'"^""^ thirty (30) days will be considered timely 

■ Fa^lureto rf oS^^ ""^.T""" f '"n'^^ ""^'^^ '^^'^ ^"^ ""P'^^ ^'^ '^^NTHS from the mailing date of this communication. 

Failure o reply w^hin the set or extended period for reply v^ill, by statute, cause the application to become ABANDONED (35 U S C S 133) 
- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 704(b) c^u. mdy leuuue any 

Status 

1)13 Responsive to communication(s) filed on 29 January 2004 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 C D 1 1 453 O G 21 3 
Disposition of Claims 

4) 13 Claim(s) 82-132 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

7) 13 C!aim(s) 82-132 is/are objected to. 

8) n C!aim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification Is objected to by the Examiner. 

1 0)\J The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 !)□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment Is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1) □ Notice of References Cited (PT0.892) 4) □ interview Summary (PTO-41 3) Paper No(s) 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) U Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) S Other: Notice to Comply . 
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DETAILED ACTION 

1. Applicant's request for reconsideration of the finality of the rejection of the last Office 
action is persuasive and, therefore, the finality of that action is withdrawn. 

Sequence Information 

2. This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 
Applicants have not provided a copy of the Sequence Listing filed 6-27-00 in computer readable 
form. 

3. A complete response to this Office Action requires that Applicants comply with the 
sequence rules, and that pending rejections be addressed. Any response that does not address all 
of these issues will be held as non-responsive. Direct the reply to the undersigned. Applicant is 
requested to return a copy of the attached Notice to Comply with the reply. 

Response to Arguments 
Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 82-132 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter that was not 
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described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention, for the reasons of record set forth 10-01-03 (New Matter), and for the new grounds of 
rejection set forth below (Lack of Written Description). 

Applicant's arguments filed 1-29-04 have been fully considered but they are not 
persuasive. Applicants traverse the instant rejection to the extent that it is applied to the claims as 
amended. Applicants argue that the claims have been amended to recite two nucleic acid 
segments comprising nucleic acid sequences encoding fusion proteins, wherein one of the 
nucleic acid sequences encodes an acyl-ACP thioesterase, fatty acyl hydtroxylase, yeast 
multifunctional protein (MFP), or hydroxyacyl-CoA epimerase gene. Therefore, Applicants 
argue in light of these amendments the application should be in condition for allowance. 
However, Applicants have not addressed the grounds for rejection set forth in the prior Office 
Action, in particular. Applicants have not addressed that fact the specification as filed does not 
teach recombinant host cells comprising two nucleic acid segments comprising, wherein the first 
nucleic acid segment comprises a nucleic acid sequence encoding a peroxisome targeting protein 
subunit, and a nucleic acid sequence encoding a polyhydroxyalkanote synthase protein subunit; 
and wherein the second segment comprises nucleic acid sequence encoding a peroxisome 
targeting protein subunit, and a nucleic acid sequence encoding an enzyme selected fi-om the 
group consisting of acyl-ACP thioesterase, fatty acyl hydtroxylase, yeast multifunctional protein 
(MFP), and hydroxyacyl-CoA epimerase. The specification as filed at pages 8-10, wherein it 
clearly discloses fusion proteins encoded from nucleic acid segments comprising nucleic acid 
sequences encoding a peroxisome targeting protein subunit, and a nucleic acid sequence 
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encoding a polyhydroxyalkanote synthase protein subunit. There is no teaching in the 
specification as filed wherein a fusion protein is encoded by a nucleic acid segment comprising a 
nucleic acid sequence encoding a peroxisome targeting protein subunit, and a nucleic acid 
sequence encoding an enzyme selected from the group consisting of acyl-ACP thioesterase, fatty 
acyl hydtroxylase, yeast multifunctional protein (MFP), and hydroxyacyl-CoA epimerase. 
Applicants have not addressed this issue in the current amendment. 

Additionally, claims 82-132 are rejected for lack of a written description on the grounds 
that the specification as filed does not describe the full scope of nucleic acid sequences 
encompassed by the instant claims. In particular, the instant claims encompass all forms of 
nucleic acid sequences encoding a polyhydroxyalkanote synthase protein subunit, a peroxisome 
targeting protein subunit, a acyl-ACP thioesterase, fatty acyl hydtroxylase, yeast multifunctional 
protein (MFP), or hydroxyacyl-CoA epimerase genes, including sequences from other species, 
mutated sequences, polymorphic and allelic variants, splice variants, sequences that have an 
unspecified degree of identity (similarity, homology), and so forth. However, the specification 
as filed, does not provide sufficient description that would allow one of skill in the art would to 
predict the structures of the Ml scope of nucleic acid sequences encompassed by the instant 
claims. 

See the January 5, 2001 (Vol. 66, No. 4, pages 1099-1111) Federal Register for the 
Guidelines for Examination of Patent Applications Under the 35 USC 112 ^ 1, "Written 
Description" Requirement. These guidelines state: "[T]o satisfy the written description 
requirement, a patent specification must describe the claimed invention in sufficient detail that 
one skilled in the art can reasonably conclude that the inventor had possession of the claimed 
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invention. An applicant shows possession of the claimed invention by describing the claimed 
invention with all of its limitations using such descriptive means as words, structures, figures, 
diagrams, and formulas that fully set forth the claimed invention. Possession may be shown in a 
variety of ways including description of an actual reduction to practice, or by showing that the 
invention was "ready for patenting" such as by the disclosure of drawings or structural chemical 
formulas that show that the invention was complete, or by describing distinguishing identifying 
characteristics sufficient to show that applicant was in possession of the claimed invention." 

The skilled artisan cannot envision the detailed chemical structure of the encompassed 
polynucleotides and/or proteins, regardless of the complexity or simplicity of the method of 
isolation. Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method for isolating it. See MPEP § 2163[R-1], which 
states: "[T]he claimed invention as a whole may not be adequately described where an invention 
is described solely in terms of a method of its making coupled with its ftinction and there is no 
described or art-recognized correlation or relationship between the structure of the invention and 
its function. A biomolecule sequence described only by a functional characteristic, without any 
known or disclosed correlation between that function and the structure of the sequence, normally 
is not a sufficient identifying characteristic for written description purposes, even when 
accompanied by a method of obtaining the claimed sequence." 

Therefore, smce Applicant's specification does not provide a clear correlation between 
the nucleotides sequence structures of the claimed genes set forth in the claims and their 
corresponding function. Applicants were not in possession of the full scope of nucleic acid 
sequences or segments set forth in the instant claims. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Epps-Ford, Ph.D. whose telephone number is 571-272- 
0757. The examiner can normally be reached on Monday-Saturday, Flex Schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on 571-272-0760. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2J7-9197 ftoU-free). 
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